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DETAILED ACTION 

Claims 1-46 have been cancelled by amendment filed 07/28/2008. Claims 47-57 
are new by the amendment. Therefore, claims 47-57 are pending, and are under 
examination on the merits. 

Response to Argument 
Rejection of claims under 35 U.S.C.§102(b) 

Applicant's arguments over rejection of claims 1, 3-4, and 6 under 35 
U.S.C.§102(b) is moot, because the claims have been canceled by Applicants. 
Claim Objections Rejection of claims under 35 U.S.C.§102(b) 

The objection is moot, because the claims have been cancelled by the 
amendment. 

Examination of new claims 47-57 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 47-57 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
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one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. Claims 47-57 are rejected due to claiming a 
prodrug of a compound of Formula (I). The instant specification defines prodrug of a 
compound of formula (I) at paragraph [0237] as broadest sense and encompasses 
those derivatives that are converted in vivo to the compounds of the invention. 
However, such derivatives would not readily occur to those skilled in the art. 
According to Wikipedia, prodrugs can be classified into two types based on their sites of 
conversion into the final active drug form: Type I, those that are converted intracellular^ 
(e.g., anti-viral nucleoside analogs, lipid-lowering statins, antibody-directed/gene- 
directed enzyme prodrugs [ADEP/GDEP] for chemotherapy), and Type II, those that are 
converted extracellularly, especially in digestive fluids or the systemic circulation (e.g., 
etoposide phosphate, valganciclovir, fosamprenavir). Both types can be further 
categorized into subtype A or B, based on additional criteria. Those for the Type IA and 
IB are whether or not the cellular converting location is the site of therapeutic action. For 
the Type I IA and MB, they are categorized depending on whether the conversion occurs 
in the gastrointestinal (Gl) fluids or systemic circulation, Wu and Farrelly, Toxicology 
236:1-6, 2007. However, such "prodrug" of the Formula (I) is not described in the 
specification to reasonably convey one skilled in the art. Therefore, the specification 
fails to comply with the written description requirement. To overcome the rejection, 
Applicants need to either delete the term "prodrug" from the claims or explain how to 
figure out the broadest sense and encompasses those derivatives of the prodrug that 
are converted in vivo to the compounds of the invention according to claim 47. 
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Claim Rejections - 35 USC § 102(b) 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 47, 49, 51 , and 56 are rejected under 35 U.S.C. 1 02 (b) as being 
anticipated by Barrett et al., PCT publication WO2003-01 351 8 ("the '518 publication"). 

O 
J> 
XX 

Applicants' claims relate to a compound of formula (I) according to claim 

47 , wherein Z represents a covalent single bond between X' and Y'; X and X' taken 
together form -C(R 5 )=N-; Y' is -N(R 5 )-; and Y is -C(R 5 )- and taken together with the 
carbon atom bearing the phenyl ring forms a double bond and Ri is absent; R 2 and R 4 
are independently -H, or d- 3 alkyl; R 3 is Ci_ 3 alkyl and (A) m R 12 ; -C(R 5 )- is selected from 
-C(H)- and -C(Ci. 20 alkyl)-; -N(R 5 )- is selected from -N(H)- and -N(C 2 - 2 oalkyl)-; and m is 
0, or a pharmaceutical composition comprising said compound. 

The '518 publication (published on 02/20/2003) disclose the compound (CAS RN 




497946-99-3) CF3 . This compound was disclosed as an intermediate in 

Example 14b of the specification, which reads on the instantly claimed scope of 
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invention wherein Z represents a covalent single bond between X' and Y'; X and X' 
taken together form -C(R 5 )=N-; Y' is -N(R 5 )-; and Y is -C(R 5 )- and taken together with 
the carbon atom bearing the phenyl ring forms a double bond, wherein R 2 and R4are - 
H; R 3 is Ci- 3 alkyl; and R 5 is C 2 -2oalkyl. The R 3 is defined as Ci- 3 alkyl, which may be 
optionally substituted with one ore more times by halo (e.g. CI, F, or Br) according to the 
instant Specification at paragraph [0095], page 10, and can be -CF 3 . The R 5 is defined 
as C2-2oalkyl, which may be optionally substituted with one ore more times by -OH 
according to the instant Specification at paragraph [0095]. Therefore, the prior art 
compound anticipates the instant claims. 

Claim Objections 

Claim 53 is object to for an obvious error at the definition of -N(R 5 ) as "3- 
methylbutyl". It should be "-N(3-methylbutyl)". Appropriate correction is required. 

Conclusion 

• No claims are allowed. 

Telephone Inquiry 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Yong Chu whose telephone number is 571-272-5759. 
The examiner can normally be reached between 7:00 am - 3:30 pm EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joseph K. M e Kane can be reached on 571-272-0699. The fax phone 
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number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Status Information regarding the status of an application may be obtained from 
the Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

/Yong Chu, Ph.D./ 
Patent Examiner 
Art Unit 1626 



